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DECTOMAX@ (doramectin) Pour-On General Information

I. GENERAL INFORMATION: NADA NO. 141-09S

Sponsor:

Established Name:

Trade Name:

Marketing Status:

Effect of Supplement:

Pfizer, Inc
235 East 42nd Street
New York, New York 10017

doramectin

DECTOMAX@(doramectin) Pour-On

over-the-counter (OTC)

New indications for therapeutic efficacy against Trichostrongylus
axei (L.J and persistent efficacy for 35 days against Haemonchus
piacei.

II. INDICATIONS FOR USE: For the treatment and control of the following in cattle.

Gastrointestinalroundworms Ostertagia ostertagi

Ostertagia ostertagi..-.

Osterfagia tjvata

Haemonchus placei

.,
.!.{ Trichosirongvlus oxei

Trichostron@us colubrijiormis

Cooperia oncophora

Cooperia purwtata

Cooperiapecfinafa

Cooperia surnabada (syn. mcmasteri)

Bunostomum phlebotomum

Oesophagostonmm radiatum

Trichuris spp.

Adultsandfourth-stagelarvae
Inhibitedfourth-stagelarvae
Adults
Adultsandfourth-stagelarvae
Adultsandfourth stage larvae

Adultsandfourth-stagelarvae
Adultsandfourth-stagelarvae
Adultsandfourth-stagelarvae
Adults
Adults
Adults
Adultsandfourth-stagelarvae
Adults

Lungworms Dictyocardus viviparus Adultsandfourth-stagelarvae

Eyeworms 1%.i+mia guiosa Adults
Thelazia skrjabini Adults

Grubs Hypoderma bovis
Hypoderma lineatum

Lice Sucking Haematopinus eurysternus Biting Damalinia bovis

Linognathus vindi

Soienopotes capillalus

Mangemites Chorioptes bovis
Sarcoptes scabiei

HornFlies Haematobia irritans

Dectomax pour-on solution has been proved to effectively control infections and to
protect cattle from reinfection with Cooperia oncophora and Dictyocazdus viviparus for
21 days, Ostertagia ostertagi, Cooperia punctata, and Oesophagostomum radiatum for
28 days after treatment, and Haemonchus placei for 35 days after treatment.
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DECTOMAX” (doramectin) Pour-On Effectiveness

III.

IV.

.,,!.{

DOSAGE FORM, ROUTE OF ADMINISTRATION, AND RECOMMENDED
DOSAGE:

A.

B.

c.

Dosage Form: Pour-on solution containing 5 mg doramectin/mL.

Route of Administration: DECTOMAX@(doramectin) Pour-On should be applied
topically along the mid-line of the back.

Approved Dose: 500 mcg doramectinikg body weight(5mL/110 lb body weight)

EFFECTIVENESS:

Data demonstrating the effectiveness of DECTOMAX*(doramectin) Pour-On for
previously registered indications are discussed in the parent NADA 141-095 FOI
Summary (approval date September 16, 1997). Data from the following dose
confirmation trials demonstrate that the efficacy of DECTOMAX@(doramectin) Pour-on,
administered at the recommended dosage treats and controls Trichostrongy/us axei (L4)
and controls infections and prevents reinfection with Haemonchus placez;for up to 35 “
days after treatment... . .

TRICHOSTRONGYLUS AXEI (L,) THERAPEUTIC EFFECTIVENESS

SUMMARY

Two dose confirmation studies (123 1C-60-93-O17, 1231C-60-97-278) were conducted to
confirm the effectiveness of doramectin pour-on, administered topically at a dose of 500
mcg/kg, against Trichostrongylus axei Ldinfections in cattle.

RESULTS

Results are presented on an,individual study basis in the section following (see Tables 4.1
and 4.2).

OVERALLCONCLUSIONS

A single topical application of doramectin pour-on at a dosage of 500 mcg/kg was highly
efficacious in reducing Trichos[rongylus axei Li recovered at necropsy from calves
artificially infected with infective larvae of Trichostron@s axei. ”

A. Dose Confirmation

1. Investigator:

Study 123lC-60-93-017

Dr. L.R. Ballweber
College of Veterinary Medicine
Mississippi State University
Mississippi State, Mississippi

NADA 141-095 Page2
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DECTOMAX@ (doramectin) Pour-On Effectiveness

2. General Design:

a.

b.

c.

d.

Purpose: To evaluate the therapeutic efficacy of dorarnectin pour-on at a
dosage of 500 mcg/kg BW against artificially-induced, immature nematode
infections in cattle.

Animals: Ten (10) per group. Animals were 5 to 6 months old and weighed
125 to 191 kg at the start of the study.

Controls: Animals in the negative control group (Tl) received no medication.

Procedure: On Day O,calves were weighed and randomly allocated to a non-
medicated group or a doramectin-treated group. All calves received infective
larvae of Trichostrongyhis axei on Day 11. On Day 17, animals in the
doramectin group (T2) were treated topically with doramectin pour-on at a dose
of 500 mcg/kg BW. Animals in group T1 received no medication. Animals
were euthanized and necropsied on Days 31 and 32 for determination of worm
burdens.

3. Result:: me percentage reduction in arithmetic mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.1. There were no adverse events observed at any time during the study for any

:<,1 of the doramectin-treated catde.

Table 4.1: Percent efficacy of doramectin pour-on solution administered topically
at 500 mcg/lcg

Parasite Arithmetic Mean Worm Counts 0/0 Efficacy

Non-medicated Dorarnectin

Trichostrongylus 640 o“ 100
axei L4

4. Data analysis: Total Trichostrongylus axei L~burdens for each animal were
estimated from the number of fourth-stage larval parasites found in the abomasum
at necropsy.

Arithmetic mean nematode counts were calculated for each nematode species.
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group using the following formula:

NADA 141-095 Page 3
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DECTOMAIP (doramectin) Pour-On Effectiveness

[(Arithmetic mean number of worms in non-medicated cattle) - (Arithmetic
mean number of worms in doramectin-treated cattle)] + [Arithmetic mean
number of worms in non-medicated cattle] X 100= Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle
at a dose of 500 mcgkg BW was effective against induced Trichostrongylus
axei L4 infection in cattle.

B. Dose Confirmation Study 123lC-60-97-278

1.

2.

.,
,1.+

3.

Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

General Design:

a. Purpose: To evaluate the therapeutic efficacy of doramectin pour-on at a dosage
of 500 mcg/kg BW against artificially-induced infections of immature stages of
Trichostrongylus axei infections in cattle.

b. ‘“k-iirnals: Ten (1O)per group. Animals were 3 to 6 months old and weighed
119 to217 kg at the start of the study.

c. Controls: Animals in the control group (Tl) received saline.

d. Procedure: Calves were randomly allocated to a non-medicated group or a
doramectin-treated group. All calves received infective larvae of
Trichostrongylus axei on Day O. On Day 10, calves were weighed and
animals in the doramectin group (T2) were treated topically with doramectin
pour-on at a dose of 500 mcg/kg BW. Animals in group T1 received saline at
a dose of 1 mL/1Okg BW. Animals were euthanized and necropsied on Day
21 for determination of worm burdens.

Results: The percentage reduction in arithmetic mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.2. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.

NADA 141-095 Page4
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DECTOMAX” (doramectin) Pour-On Effectiveness
—

Table 4.2. Percent efficacy of doramectin pour-on solution administered topically
at 500 mcg/kg

Parasite Arithmetic Mean Worm Counts 0/0 Efficacy

Non-medicated Doramectin

Trichostrongylus axei 5490 0 100
L4

4. Data analysis: Arithmetic mean worm counts were calculated for worm species.
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group, using the following formula:

[(Arithmetic mean number of nematodes in non-medicated cattle) - (Arithmetic
mean number of nematodes in doramectin-treated cattle)] + [Arithmetic mean
number of nematodes in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle at
a dose of 500 mcgikg BW was effective against induced Trichostrongylus axei
L4 infection in cattle.

:+,, PERSISTENT EFFICACY - HAEMONCHUS PLACEI

SUMMARY

Two dose confirmation studies (123 1C-60-95-199, 1231C-60-97-277) were conducted to
evaluate the persistent efficacy of doramectin pour-on, administered topically at a dose of
500 mcg/kg against artificial infections of nematodes.

REsULTS

Results are presented on an’individual study basis in the section following (see Tables 4.3
and 4.4).

OVERALL CONCLUSIONS

A single topical application of doramectin pour-on at a dosage of 500 mcg/ provided
persistent efficacy against challenge infections of Haenzonchus placei for up to 35 days
after treatment. No significant adverse reaction to treatment was observed in either study.

A. Dose Confirmation Study 1231C-60-95-199

1. Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

NADA 141-095 Page 5
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DECTOMAX* (doramectin) Pour-On Effectiveness

2. General Design:

a.

b.

c.

d.

,..<1

Purpose: To evaluate the persistent efficacy of doramectin pour-on,
administered topically at a dosage of 500 mcg/kg BW against artificially
induced nematode infections.

Animals: Ten (10) per group. Animals were 4 to 6 months old and weighed
127 to251 kg at the start of the study.

Controls: Animals in the negative control group (Tl ) received saline.

Procedure: Forty-two (42) animals were weighed and randomly allotted to a
saline-treated group (Tl, 10 animals) or to one of three doramectin-treated
groups (T2 to T4, 10 animals each) on Day O. No physical contact was
permitted between groups. On Day O,animals in Groups T1 and T2 were
treated topically with saline (1 mL/1Okg BW) or doramectin pour-on (500
mcg/kg BW), respectively. Groups T3 and T4 were treated with dwarnectin
pour-on in an identical manner on Days 7 and 14, respectively.

All animals in Groups T1 to T4 were challenged daily on Days 14 to 35 with.... .
infective Haemonchus placei larvae (1995 mixed strain isolated in Louisiana
and Idaho). Animals from Groups T 1 to T4 were euthanized and necropsied on
Days 49 and 50 for determination of worm counts.

3. Results: The percentage reduction in geometric mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in Table
4.3. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.

,.
Table 4.3: Geometric Mean Haemonchusplacei Nematode Counts and Percent
Efficacy

Treatment Group Size Persistence Mean Worm Counts ?40 Efficacy
Interval

TI - Saline 10 -- 106 -.

T2 - Doramectin 10 35 days 3 97.4

T3 - Doramectin 10 28 days o 100

T4 - Doramectin 10 21 days o 100

NADA 141-095 Page 6
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DECTOMAX” (doramectin) Pour-On Effectiveness

4. Data analysis: Nematode percentage efficacy was calculated using the follo~ng
formula:

[(Geometric mean number of worms in non-medicated cattle) - (Geometric
mean number of worms in doramectin-treated cattle)] + [Geometric mean
number of worms in non-medicated cattle] X 100 = Percentage Efficacy

5. Conclusion: A single application of doramectin pour-on administered to cattle
topically at a dose of 500 mcg/kg BW provided persistent efficacy against
challenge infections of’Haemonchus placei for 35 days.

B. Dose Confirmation Study 123lC-60-97-277

1. Investigator: Edward G. Johnson
24007 Highway 20/26
Parma, Idaho

2. General Design:

a.

,,
.!.( b.

c.

d.

Purpose: To evaluate the persistent efficacy of doramectin pour-on,
~drninistered topically at a dosage of 500 mcg/kg BW against artificially
induced nematode infections.

Animals: Ten (10) per group. Animals were 5 to 6 months old and weighed
113 to 263 kg at the start of the study.

Controls: Animals in the control group (Tl ) received saline.

Procedure: Forty-two (42) animals were weighed and randomly allotted to a
saline-treated group (Tl, 10 animals), to one of three dorarnectin-treated groups
(T2 to T4, 10 animals each), or as larval monitors (2 animals) on Day O. No
physical contact was permitted between groups.

On Day O,animals in Groups T1 and T2 were treated topically with saline (1
mL/1Okg BW) or doramectin pour-on (500 mcg/kg BW), respectively. Groups
T3 and T4 were treated with dorarnectin pour-on in an identical manner on Days
7 and 14, respectively.

All animals in Groups TI to T4 were challenged daily on Days 21 to 35 with
infective Haemonchus placei larvae (1997 strain isolated in Mississippi). The
two larval viability monitor animals were challenged on Day 35, to confirm the
viability of the inoculum at the end of the infection phase of the study. Animals
from Groups T 1 to T4, and larval monitor animals were euthanized and
necropsied on Day 49 for determination of worm counts.

NADA 141-095 Page 7
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DECTOMAX@ (doramectin) Pour-On Effectiveness

3.

4.

.,
,!.4

5.

Results: The percentage reduction in geometric mean nematodes in the
doramectin group, compared to the non-medicated group, is summarized in table
4.4. There were no adverse events observed at any time during the study for any
of the doramectin-treated cattle.

Table 4.4. Geometric Mean Haemonchusplacei Nematode Counts and Percent
Efficacy

Treatment Persistence Mean Worm Counts ‘/0 Efficacy
Interval

T1 - Saline .- 368 --

T2 - Doramectin 35 days 4 98.9

T3 - Doramectin 28 days 10 97.2

T4 - Doramectin 21 davs 1 99.6

Data analysis: Geometric mean worm counts were calculated for worm counts.. .
These were used to estimate the percentage efficacy for the treated group
compared to the non-medicated group, using the following formula:

[(Geometric mean number of nematodes in non-medicated cattle) - (Geometric
mean number of nematodes in doramectin-treated cattle)] + [Geometric mean
number of nematodes in non-medicated cattle] X 100 = Percentage Efficacy

Conclusion: A single application of doramectin pour-on administered to cattle
topically at a dose of 500 mcg/kg BW provided persistent efficacy against
challenge infections of Haemonchus placei for 35 days.

V. ANIMAL SAFETY: “‘- ~.

As discussed in the parent NADA 141-095 FOI Summary (approval date Sept. 16, 1997).

VI. HUMAN SAFETY

As discussed in the parent NADA 141-095 FOI Summary (approval date Sept. 16, 1997)
and supplemental approval FOI Summary (dated October 25, 1998).

NADA 141-095 Page 8
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DECTOMAX” (doramectin) Pour-On Agency Conclusions
—

VII.

.,..<,)

VIII.

AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA satisfi the requirements of
section 512 of the Federal Food, Drug, and Cosmetic Act and implementing regulations
at Part 514 of Title 21, Code of Federal Regulations (21 CFR 514) to demonstrate that
DECTOMAX@(doramectin) Pour-On, is safe and effective for the treatment and control of
Trichostrongylus axei (Ll) in cattle and to control infections and to protect cattle from re-
infection with Haemonchus placei for 35 days after treatment, when administered
topically at a dose of 500 mcg/kg bodyweight.

There are no changes to the codified tolerances for dorarnectin in cattle or to the
established preslaughter withdrawal time of 45 days.

The Agency has concluded that this product shall retain over-the-counter marketing status
because adequate directions for use have been written for the layman and the conditions
for use prescribed on the label are likely to be followed in practice.

In accordance with21 CFR 514. 106(b)(2), this is a Category II change which did not
require a reevaluation of the safety or effectiveness data in the parent application.....

The agency has determined under 21 CFR 25.33(a)(1) that this action is of a type that does not
individually or cumulatively have a significant impact on human environment. Therefore,
neither an environmental assessment nor an environmental impact statement is required.

Under section 5 12(c)(2)(F)(ii) of the FFDCA, this approval for food producing animals
qualifies for THREE years of marketing exclusivity beginning on the date of approval because
the supplemental application contains substantial evidence of the effectiveness of the drug
involved, any studies of animal safety, or, in the case of food producing animals, human food
safety studies (other than bioequivalence or residue studies) -required for the approval of the
application and conducted or sponsored by the applicant.

DECTOMAX@(doramectin) Pour@n is under U.S. patent number 5,089,480, which expires
on July 30, 2010.

APPROVED PRODUCT LABELING (attached)

A. Facsimile label -250 mL, 1 liter, 2.5 liter, and 5 liter containers

B. Facsimile package insert.

C. Box carton – 250 mL size

NADA 141-095 Page 9
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DECTOMAX” (doramectin) pour-on Dktribution

cc:
Courtesy Copy for the Sponsor
HFV-199N-141095 -C-OO11
HFv-2 (Special Mailing List)
HFV-15 (FOI Staff)
HFV-102 (GADQC Reserve Copy)
HFV- 102 (GREENBOOK)
HFV-135 (Messenheimer)
HFA-305 (Dockets Management Branch)
HFR-SW350 (KAN-DO)

HFV-135:JRMessenheimer:6/30/99 :827-7578

ec: CVM Records: \ONADE\\N 141095\CO011foi.sum

.... .
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Indications For treatment and control of gaatmin-
~ ,j@

testinal mundworrns, lungwomrs, ayewcnns, grubs, t., ,,

biting and sucking lice, horn flies, and mange reties
in cattle. See package insart for complete indica-
tions and directions for usa.
Dactomax Pour-On solution has been proved to lEcTam*%
affectively control infactiona and to protect cattla
fmm reinfection whh Cooperia oflcophora and (doramectin)
Dictyocaulus viviparus for 21 da~, Osfertag/a
ostertagi,Cooperhpunctata,and Oesophagosto-
mum radiatum for 28 days; and Haemonchus placei ■ mma Pour-On
for 35 days after trea!ment.
Managamorrt Cmrslderatfons for Horn Flies
Dactomax Pour-On solution pmvidas 7 days of par-
sistertt activity against horn fliis. The product should
be used aa part of an integrated control program
and be combined whh othar methods for extended
horn fly control. Foropdmal horn fly control. consult
wkh your veterinarian or a livestock entomologist Antiparasitic
Racommanded DOS. 1 ml (5 mg doramectin) per
22 lb (10 kg} of body weight administered by the
topical route.
Warning Flammable! Keep away from haaf, sparks,
open flame, and otbar aourcas of ignition.

1

Rosidua Warning Cattle must not be slaugh-
tered for human consumption whhin 45 daya
of treabnant Not for use In femala dairy cet-
tla 20 months of age or oldar. A withdrawal
period haa not been established for this pro-
ductin praruminating calves, 00 not use in
cefves to be processed for vaal. I

Praceotion: For topical use in cattle only.
Stora Below 20% @6”F)

0.5%pour-on solution for cattle
5 m@mL

Protect From Light
DispoealOiSPoSe of containers in an approved
landfill or by incineration.

““a=”

Net Contents: 2.5 liters
oismwwrb~

allb s%%!,%”

NADA #141 -G95, Approved by FDA

rh”.ofWmrlnc 05-5273iID?6
W,srrmll htedb in U3A
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Indications For treatmentarrdco~ol of
gaetmintestinal roundworms, Iungwornsa,
ayeworms, grubs, biting and sucking Iica,
horn flies, and manga mites in cafile. Saa
packaga insartfor completa Irsdicetions
and directions for usa,

Dectomax Pour-Dn solution has baan
proved to affectiialy control infections
and to pmtact cattla from reinfection @h
Coopari8 orrcophorn and Dictyocaulus ;‘
Wparus for 21 dey~ Ostertagid oataitag~
Cooperiapitrrctate,and Oesophaoaato-
mum radiatum for 28 days; and Haamon-
chus p/aceifor 35 days aftar traatmarrt.

Managamarrt Considerations for Horn Ffias
Dectomax Pour-On solution providas
7 days of poreistent activity egoinst horn
flias. Tha product should be used as part
of an integrated corrtml program and ba
combined with othar methods for extended
horn fly control. For optimal horn fly con-
trol, consult with your veterinarian or a
Iivastock entomologist,

Recommsmdod Dose: 1 ml [5 mg dora-
mectin] par 22 lb (10 kgl of body waight
administered by tha topical routs.

Warning: flammable! Kaap away from
haat. sparks, open flame, and othar
sowcas of ignition.

Rasidua Warning Cattle must not be

11

slaughtered for human consumption
within 45 days of traatment. Ntifor
use in female dairy cattle 20 months
of age or oldar. A withdrawal period
has not bean asteblished for this
product in preruminating calvas. Oo
not use in calves to be proc assed for
veal.’ ? ~

Precaution: For topical uss in cattle orriy,

Stora Below 30”C (86”F)

Protact From Light

Oisposak Oispose of containers in an
approved landfill or bv incineration.
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13mrcmpg
(doramectin)

Pour-On

Antiparasitic

0.5% pour-on solution for caitle
5 mg/mL

Contents: 5
,-

NADA #141-095, Approved by FDA

liters

m).

Code 128:

111111111111111111111111!111
055275002

6 1/2” (W)x73/1~” (H)

mm-m
PMS 116 10,20,40, Black 60% Black

60.80. 100%

I

Reflex Blue

05-5275-OO-X6 Draft #1 6/23/99

000007



/
Oowlv



Antiparasitic
M#Ofr-oawtkrfioa forcaffl*

Pkows7 ossckfPm* Ltwtotlux Pour.on Sdllion k
8 mady-to.use, ~mbdfy UdV9. Cbw. right WI* rdv.
da c.mtabhg 0.S% w/v dmmc+h [5 m@nU R is fPrmu-
bbd to dcfiw kfn rwmwwndcd dewgo of 530 mc~g
12Z7mew%] of back iwifrhtwfun gkwn bytopkd admbiP-
tiati Mtim@ofl tib[lOkglof~wi~
Psaokrc7 cffARAcTskfs71c& O,cmmlx POur.M.sabtbn
ii t hightf MbO. fwntd-xpocmwn p~tidlit+ii faf Mpbd
adniniiticit m cntb. h cortaim dommati t WA
Iemwnbtiwdariwd macmc@c baon. dkovwwf by
Ptizsr Inc. Owmmfin is kafamd Aaiwf,lmematbni of
selected $tr@I derknd hum th ma WU.ni~-Ws@@
qe$ Iwnm?ibk.
Adqd. of~Mbnafmscnqdkfmf wskko
mdufata chbddt ion chmwd Ictr@ ki dw n-
system cdIIOM8*S md miflmpods. Afwroqck f8a-

“q+~m’c’w””-’’’-bn’p~’#bi$ty m hbnda mm. 7hb iMibii the dacoimf scbwy
of newn c@s $ nematwtos d mulctc cdb ti mftmpods
md cause$ptrdysis atd death of dw pwmkes. In mam-
mafs. th nwmnat receptors bI vdtich nwcmcyck lac-
tones bhd -m bcdized dim tfw cenb’al nerwm @em
(K#.:1. rsached bv mfY na06gibfs c0nc4ntraf&ts of

one tii i Oalollux Pulr4n WbniOndbcdvdf mm
Ud Com-ob8widennga of IwmdVmmd 81d11’OpQd
psnsitesdlakimparkhakwddlandpnlducdwbyOfcakkb.
Sties haw denwnmabd th, sdcty margk d dWS.
macdn- In USA bids, m toxic sigm V&x s-on “k cwls
9MII Upm 35d.mastfu mcomm+rdd tic of OWtOIIUX

Mwbfo * A $W+I using Oectomaa biwabb
wf@on dso demonstrated safaty h Mombl cdvcs
trotted WI up M 3 tin4s tic rscmmend+d don. In
brgodiq mimab (bulks,Dnd cows d+uing foilicubgenesis,
D,-gmlog,”wb. “hpfarmion, Wld kfwugh JJ*$t8dML a
*O 3 dnns the racomnwded dose of Oumma~ lnjac!.
abk sobibn fud no dfect on brwdimg perbnnancw A
phwmwkkmdc I+ dmnonsu-sseddml syztemk oqw-

+

rnre m h- h’OM fhCkWiUK pOU@)(i W kESt (f!W.
$V$WIIIC WO$IIM w dommec+ia fmm Oectomax l~wtabfe
toludon
PSOWC7 lNOfCATfON& 00CWMSX Pow-On sdtih k
ticned WJu bmmmetl and cm!tmf of die fobming
specks of g$mintesdnd rwndwtny, kmgwm-ms, wO-

WCI-MS.9mfM (s98 fW~ONSk bbIIQ d who scO.
bIm lh. Wld ?! UIIQS,l!lb$ h caUb, kkdl WIN VCtUi-
nmba (M assktanu “mthe dia9w.ds.u89wnsm. ud cm
hut of pwd+km.

.-- ...

.-

+

. . . .
... . ———

O$tmgh Wcnqrltdd+l md bbxbdkq Mbid brvnl

1ufim” b+fiil&uVA Gt.s,md ,,,il’1 ,441c Mcw
kl mm C!ilicli *WA*.

Lhcqmdw w
Sd9nop9m8c@!4QIs

Owtonux Pow.On wf@ii has bow pmwd M dbcd’+
Conbd rnbcde+n and ta pmk*.S Cltd, fmm milfccdolt
WbA COOpub OncOpkoN Wld Okfpcati *MaPnr
Ii d8qS Osfatngb O$bltapi Ihapwi# pulcfoq ,nd
0850PAamst0nKunmdimml for 3skm Md Pf#*.nQndnu
pf#Ciibi% dapiskw LNatm8c4 “

Maaswmoal SOm$wmuou for Nu9 Pfbs

pasoidnbgmd Cdmd pl+m d kc Cmkimd Widl
ofhumdlOds hrexbldafh0m3vc0mD lFwanknlf

wtonibckt
POSAOE Adtitisf9f Oectomu POw.oll Sdttknrl b Catflt
mpidy m D dos8ga of S00 mq duamdn pwkg
@7mc@bldb@wrn@L Eschticc,mzkts5 rngof
dwmcdn,McictUm@c8 t33b(10kg)db@y~
% Iha b.sk rwuks, 00ctOmtx Pow-On rnkdhn dmdd b.
s psfl of t pwaskccontrol pmgmmbrkc4A kuwnd d
MOtlMl PW3SkI bs$ad 90 du epidunbbgy of IfMb QW
*$iis. Cawfl mWfmilwbn w m mXOlnObgisl hf kbn-
mtin mgardins tio mad dbcdw thing 01 appGcldwts.
AOMfNfS7SA770PL Owbamsx PPW.On sok60n $hoti b$
89*sdt0picah done tht md+w dthe back h 8 nanmw
tip bmwetn dte w+hs d WiMtd.
Omf@C Cup 1250-atLd 1.L boabsl
A dosmqcupk pmddod far usc with O. CIOMW Pow.On
SofutlmnStppried in 2@-ml *nd I.lboabs. lfu owtOmw
Pour-On solutkm dosing cup shcdd bc “tiffad by rc4miw
du cup on ON baub neck wdif tigkw710n “@Bsd cc.r-
f8cdY, dte SPOW u aligned It LhetipO”hl ml h ti
side of the bcilb. . . . .

31w cuwad md of tie dosing cup tub, dwukd bt pan-
don$d at dn botmm 01tfu bade on dn dih opp-mko
the spout When dw dosing cup u h Um cbsad poddan
l%ro- at set daragc mcti on scrcwl. prodwt &wz 1101
en(erkba cup rsswvou. Sdect 10aro [1 mlptr 2S b
Q$kg of b.adywaightl by lwisdngdw dosing scmwon du
wd~dosrngWmtide~.~.~atimw

?lrfimh$cw.tstiti*, m*,. E,ck*,l
m- hnn of tit d++ scr.w W J* IAO dose It 10 mL

kum hcmatm OIC 170M h 5 ml incmmfmts Ud # mti
mumdosa Of MmAf%VisdwbomOm mwnbgrsfwingan
mrmv x the sat Ax* mark) i! retched. W7wn bodf WigM
k bohwen wcigfw ma-s on h dosing cup, usc dw
hi$or dose vobmle,
To fil kfn dosing mw%Qk. hofd the ktda IJ@ght md
%qu#8n .i undl . slight .%8ss hts bsen ddiwwed M ind.
cabal bytfw cdibrmion hdleb;sc tfn PNS$WS d
CXCCSSwiM wIOnUtiCSw drab bwl OU rs5wwir W
return to the bottle.
Tik dn bomb to ddnr the doss,OwtomaxPour.0114.
tin should b! ddiiomd to c,afe PO UM bock h, S@I@
P8S from tie wkhws ti tfn mihad.

Code 128
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Apptic$ tom [2.91 ●d S1 bokkbsl
A+p!icatws am wdsbfa for uss with Oectonw Pour.On
soluftin wppfied in 2.5- and E-L bachocks. Directions br 2
mcommendad applicators ma provided bebw, Scum ,ppfi.
cstom may ba rncompatib!d whh thii Wnnubtion.
Pknfip$ raw-o, Appri,hn Sy$wm
1, Replace the shipping cmpon 2.5 w 5.1 bickpack with
the rkaw-o(f cap pmtided and tighten firmly,
Z Thread IJU drru.off wbing Ihmuqh the md.biob spring.
Attach the Imb. !0 On dmw.cdf C8p. screw O)* tp~
coucmr cfwkwiso owr dw tubing tnd drwv.aff 5P*
! hW817tho backmck.
4. S6( the dose to”nnximum (5D mU. Gsmfy prinw dw w@.
cttor, chackin~ for leaks. To tie. pbcc ho nozda into t
cfasn, dry rweptacfe and depress fwor A$tv, Pump S-4
$hon Woke* snsurng that dM piston machts Uw and of the
cylinder, and then release 010 fowr cmrplotely m fifl dw
c@Jer. A smal Bir bubbfa mty Wpwr within 6M CVMW.
This w441MI dfecf the &sing zccumcy,
5 Sot tfu mquimd dose 8nd 8dminitter,
6. To disconrwf fhe syxftn procmf m failowx

s} Sat bsckpnck h upwkrd pasition,
b] Omchwge rwidu?d mswrial from UM tppfiwafor

Bnd drmw.ofl wbmg irdo 8 separate, cfmn, dry
recapwcb.

1. Folbw the mmdactmfs racommendatrnn fw care d
maintonanca of tie dosrng tppficuor.
8. Remow d10 &tW-Off Ctp. fbpbCO Wfth thO Off@ld Cap
and tighwn fumff.
S~woI Po.r.en Appficatw Syswm
1, fbpbCO d10 Shippktg IXp U! NIB 2.$ w S.1 back@ck
with the drmwoff cnp pmvi+d and dghwn 6imfv,
2. ~mBd he dmw.off tubing fhmugb On wdi.kii sptig.
Attach the tub, to lhe dt-e,weff c8p. Scrmv kfn qning
clockwisa IJVWthe tubing md draw-off spig+N
3. hwerk dw bac@w&
4. Set kho dose m tie maximum (W mU by unscrewing tie
@ster at the bsso of On hsndb, Gmfld prime tfn appfi.
cater, checking for balm To pfie, poinf fho noub infos
cban, dfy raceptacb and gentfy pump the lever bsck nnd
forth to repel @irfmm the tyswm, When tfw bzrrof mm.
pbtely fob ahnr every priming sfmk., su du dose.
5 set the dose w fob’.w

d Use tie htndb to diin the middb of the blue
plunger ring whh Uw chosen mmk on tfw bamf.
TighWnthe a@Mer scrrw againxtfw handb,

b) Swurs ON do$o with tfm MS@er screw bcbnuf.
Notre Dose accuracy can be checked by dispensing a
known number of set doses info 8 nwssurbq c@inder,
Correct anq inaccufkcy by ad@dng dm dose sating
scruw. Repeat this procedure undf desired 8CCWWV is
achievmi
6.AdninisLLr each dose by fully depr<~shg iJIe haodb so
that the plunger wads iu emim sst length. Release khe
hand4e and tha WWficaw wifl 8uiomatk?9v refill.
7. To disconmct &a system pmcmd M fof”ti

a) Set backpack in UpWall! p0S&3n,
bloischanjo residual mawrid from the tppficawf

1
. <D drnw off tubing imo t sepmte, drd rucepracb,

8. FPlfo the mamdactum<s mcommemdatrnn for cm and
mal@nqance of the doshg applicator,
9. Ramow tie draw. off cap. Replace widI khe original cap
and tighten !irmb.

WAAMNG Fbnmubb! Keep EWv from bett qlmks, Op~.
flame, andokfni SLWIXCaf ignidon. NM dw human am,
Keap out of reach fdcbifdcec.lh Mstafsf SsfaISDsw
Sheet (MSDSI coatalo$ mom dahibd occupational safety
Informadon. TO mpad adwr$e effects h .sem, b obtaii
MOM hformadon. or b obtain an M.SDS, cdf ldM-%S-9@.

Dwfomax Pourffn soltiion for catie may be imitadng to
human skm and eyes. and wem shodd fn car*hd ml to
iPPfv ~ M Onmsafves w m otfmr persons. Opeman shadd
wew protoctio cbthing including a bngsbovad shim mb.
bar gloves, snd boots with t wate~f coat hen apply.
ing the pfcduct Pmwctiw cbthhg sfmu~ be wmhed after
use. If acc”denwl skin contacf occurs, wash the tffecwd
ma immWiiwiy WM SOIP and water. If 8ccidentaf ow
WW+sun UCCUK, f!ush the sws immwtiawfy with wafer
and get medical mwntion.

I

RESIOUE WAANINtl Cmde nnml matbe r4augh-
wred for human consumption tim 45 days of
fmatmenk Not for usc in fonub dsirf cati 20
nwnths of 8ge orokh, Awhfdrawd period has
nor boon wtabfished for this product in prerwni-
mting cakes. Do nti we h calves 10 bo pm.
cnssed for vwaf. I

PRESAU710N5
7his product is w be applied to skimwrbce rely. Do not
administer ody or parenterd~.
00 not apply to arms of skm whkh are c?ked with M or
nlanum.

Wash hands alter use.
Do not smoko m eat while hmdli”g the product

Owtomax Pour.On wfwion n h’ hfy df.cdw nqm+wt caub
igrubs. Howwr. pmpar dning o trmkmnk h knp.nwne For

most affoctiva mwfl$. cuds shotdd b, kmtod as man as
pOSS?Jblffor the ml of fho beeffly hv,rbbl SOSiOll,
08stmctrnn of AfypadmmWfvw [cmdc PNLM) 44 On period
wiwn fheso grubs m in viral mat mty cwse WE3CSWM
fwst.pwtsiw raactiam Muimg lb. pomibilii of fatdtkg.
Silhg M hw,twnw++n it k h th. fissua SLUTOWMJ~ the
gullet may cause bfwc biffkmgM bovis wlm k k in tfw wr-
tebr,l C8nd NY C8U18 $WQgMilq W p8mf)3ii, wl#CO
reacdons 8N ml spackic M txmmomwith OocwrMx
POw.On soltibm but cm occur wbb any SUCC*SSM tre.t.
mom of gmbs. Cmlb afmuhf be fnatd oidw beforo or
offer the mlgrmwy phasa of @ devdopnwnk f2auuft
pvw veterknwbn canwming the propwth bf tmmment
Ctftb fretted with Dccmnmx Pour-On wbdjw Dfter du
md of hod fly SOl:Ofl IIUV be ro-trastcd wifh Ooctamm
Pwr.On durhp dw wirdar 63+inwrnol pamshes, nungo
mkas, w biting wd sucking fica. withotA dmgaf of grdJ-
mbted mackions, A pbmmtf pwtskc mntrd pm9,sm k
recommended.

Uw Soadltions V@IP wmfwr candii, kwfummg rlfn-
fdi d4 MI afbct flu offmacy of O*ctomax Pw-Om

Sautiom kkbmar Powkia aobtfm ha bDM dswlopad
w=~~lfv fa - h C81dconly. Tbk pmdwf *,fd ~
kmdin MbWkaklmls@9sa swmzm.
IbnL incbdbg fsbntiea m doss, may m$cfk
ENVIROfAMENIAE SAPESY: Studios k)diiaw that wiwn
dommecti comes in conwcfti du tcd * redly *nd
tight!/ binds to the SOAd becomes Inacbm ovor dnw,
Free donmutin m-y sdwrsaiy afbct fish w cmfain wswr.
borne cwgtnbms on which OIWfeed. Oo w pwmb cattle
to enter hkcs, stmms or @s for N frost 6 hwrs Dffw
treatment 00 mm cotimhwe wwf ~ dim .Wrcfin
or by ~ impmpm disposd of drug conwinm. OiCpUSeof
contamer$ in an appmvod bmNi4 or by kinamdon,

S(W9 B*lOw WC (srH
Prawct Frwn Ugb(

HOW SUPPfASkk Oecwmax Pour-On SObdon i$ swl~bb in
2S&mf. 1-L 2.S.L md S1 mufd-dose Comarnws.
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